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Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-2 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lowe 
et al. (WO 01/54488) in view of Tanaka et al. (EP 285451) 

• Regarding claim 1 , Lowe teaches an apparatus for determining the 
amount of milk supplied to a baby during breast feeding comprising; a 
nipple shield (12) mounted on a nipple region of a breast of a mother, a 
tube (20) connected to said shield through which milk passes from the 
mother to the baby; first and second detectors, or sensors, capable of 
sensing flow temperature, means for calculating a flow rate (14); and a 
display (24) for displaying the flow rate (Figures 1 , 2) (page 2, line 17- 
page 3). Lowe doesn't teach the second detector downstream from the 
first, or specifically the means for calculating flow rate to be based on the 
temperature difference. However, Tanaka teaches a thermo-sensitive 
flow rate sensor in which second detector is downstream from a first 
thermal detector and means to convert the temperature difference into a 
flow rate (page 2, lines 1 1-39) (Figure 2). It would have been obvious in 
view of Tanaka to use temperature sensors to determine both the 
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temperature of breast milk and flow rate in Lowe's device in order to 
determine quality and amount of milk supplied to the baby. 

• Regarding claim 2, Tanaka further teaches the flow sensor to have a 
heater positioned between the first and second detectors to heat the fluid 
flow (page 2, 24-30). It would have been obvious in view of Tanaka to 
provide a heater to measure flow rate. 

3. Claims 3 and 4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lowe and Tanaka as applied to claims 1 and 2 above, and further in view of Nagata et 
al. (US 5291781). 

• Regarding claims 3 and 4, Tanaka teaches the means for calculating to be 
a bridge circuit and amplifier (page 4, lines 20-25). However Tanaka 
doesn't specify what kind of bridge circuit to be used. Nagata a 
Wheatstone bridge to be a known circuit in the art for converting 
temperature difference into flow rate (column 1 , lines 54-59). It would 
have been obvious to one of ordinary skill in the art to use a Wheatstone 
bridge as the bridge circuit in Tanaka's sensor in order to convert 
temperature difference to flow rate. 

4. Claims 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lowe 
and Tanaka as applied to claims 1-2 above, and further in view of Meynier (US 
2364866). 

• Regarding claims 5-6 Lowe doesn't teach the nipple shield to be made of 
multiple layers of silicon rubber. However, Meynier teaches a nipple 
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shield with a layer of thickened walls which overlies an annular portion of 
the natural nipple and terminates in a thin walled portion with 
discontinuous and continuous ridges to prevent pinching of the nipple and 
maintain an efficient seal from infant suction created from natural or 
synthetic rubber (column 1 , lines 45-50, column 2 lines 1-29). Although 
Meynier doesn't specifically teach silicon rubber, it is a known material in 
the medical art and would have been an obvious choice to one of ordinary 
skill. Further it would have been obvious in view of Meynier to provide 
multiple layers of rubber in order to enhance suction efficiency and 
comfort of the mother. 
5. Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lowe, Tanaka, and Nagata as applied to claims 3-4 above, and further in view of 
Meynier (US 2364866). 

• Regarding claims 7-8, Lowe doesn't teach the nipple shield to be made of 
multiple layers of silicon rubber. However, Meynier teaches a nipple 
shield with a layer of thickened walls which overlies an annular portion of 
the natural nipple and terminates in a thin walled portion with 
discontinuous and continuous ridges to prevent pinching of the nipple and 
maintain an efficient seal from infant suction created from natural or 
synthetic rubber (column 1, lines 45-50, column 2 lines 1-29). Although 
Meynier doesn't specifically teach silicon rubber, it is a known material in 
the medical art and would have been an obvious choice to one of ordinary 
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skill. Further it would have been obvious in view of Meynier to provide 
multiple layers of rubber in order to enhance suction efficiency and 
comfort of the mother. 

Conclusion 

6. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

• Stuart (US 4680028) discloses a nipple shield which is preferably made of 
silicone rubber due to its natural flexibility and thermo-set properties 
(column 5, lines 41-43, column 4 lines 35-40). 
Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RENEE DANEGA whose telephone number is 
(571)270-3639. The examiner can normally be reached on Monday through Thursday 
7:30-5:00 eastern time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

RAD 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



